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Priority date (day/montli/year) 
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International Patent Classification (IPC) or national classification and IPC 
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Applicant 



INSTITUTE OF MEDICINAL BIOTECHNOLOGY, CHINESE ACADEMY OF MEDICAL SCIENCES et al. 



1 . This report is the international preliminary examination report, established by this International Preliminary Examining Authority 
under Article 35 and transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



sheets, including this cover sheet 



3. This report is also accompanied by ANNEXES, comprising: 



a. □ (sent to the applicant and to the International Bureau) a total of sheets, as follows: 

□ sheets of the description, claims and/or drawings which have been amended and are (he basis of this report and/or 
sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the Administrative 
Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes beyond 
the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the Supplemental 
Box. 

b. □ (sent to the International Bureau only) a total of (indicate type and number of electronic , 

containing a sequence listing and/or tables related thereto, in electronic form only, as indicated in the Supplemental Box 
Relating to Sequence Listing (see Section 802 of the Administrative Instructions). 



4. Hiis report contains indications relating to the following items: 



(El Box No. I 

□ Box No. II 
El Box No. m 

□ Box No. IV 
El Box No. V 

□ Box No. VI 

□ Box No. VII 

□ Box No. VIII 



Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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Date of completion of this report 

21 Nov. 2005 (21.11.2005) 
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The State Intellectual Property Office, the RRXhina, 
6 Xitucheng Rd., Jimen Bridge, Haidian District, Beijing, China 
100088 

Facsimile No. 86-10-62019451 



Authorized officer 

YANG, Zhenyu 
Telephone No. (86- 1 0)62085073 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/CN2004/000842 



Box No. I Basis of the report 

1 . With regard to the language, this report is based on: — ™ . . . 
S the international application in the language in which it was filed 

Q a translation of the international application into „ f which is the language of a 

translation furnished for the purposes of: 
□international search (Rules 12.3(a) and 23.1(b)) 
□publication of the international application (Rule 12.4(a)) 
□international preliminary examination (Rules 55.2(a) and/or 55.3(a)) 

2. With regard to the elements of the international application, this report is based on (replacement sheets which have been furnished 
to the receiving Office In response to an Invitation under Article 14 are referred to in this report as "originally filed" and are not 
annexed to tills report): 

E3 the international application as originally filed/furnished 
□ the description: 



Pas* 3 , as originally filed/furnished 

pages* received by this Authority on 

pages* received by this Authority on 



□ the claims: 

Pages , as originally filed/furnished 

pages * as amended (together with any statement)under Article 19 

pages* received by this Authority on 

pages* received by this Authority on 



□ the drawings: 

Pages as originally filed/furnished 

pages* received by this Authority on 

pages* received by this Authority on 



El a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below had not been made, 

since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of those sheets may be marked "superseded. " 
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International application No. 

PCT/CN2004/000842 



Box No. HI Non-establishment of opinion with regard to novelty* Inventive step and Industrial applicability 



This questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious),or to be 
industrially applicable have not been examined in respect oft 

D the entire international application 

H claims Nos. 9 



because: 

13 the said international application, or the said claims Nos. 9 



relate to the following subject matter which docs not require an international preliminary examination(ipec(ft): 

See PCT Rule 67.1.(iv).: Methods for treatment of the human or animal body by surgery or therapy, as well as diagnostic 
methods. 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. 
are so unclear that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported 

by the description that no meaningful opinion could be formed. 



□ no international search report has been established for said claims Nos. 



a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the prescribed time limit: 
□furnish a sequence listing on paper complying with the standard provided for in Annex C of the Administrative 

Instructions, and such listing was not available to the International Preliminary Examining Authority in a form and 

manner acceptable to it. 

□furnish a sequence listing in electronic form complying with the standard provided for in Annex C of the Administrative 
Instructions, and such listing was not available to the International Preliminary Examining Authority in a form and 
manner acceptable to it. 

□pay the required late furnishing fee for the furnishing of a sequence listing in response to an invitation under 
Rules liter.l(a) or (b) and 13/er.2. 

□ a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant did not, within the 

prescribed time limit, furnish such tables in electronic form complying with the technical requirements provided for in 
Annex C-bis of the Administrative Instructions, and such tables were not available to the International Preliminary Examining 
Authority in a form and manner acceptable to it 

□ the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not comply with the 
technical requirements provided for in Annex C-bis of the Administrative Instructions. 



□ See Supplemental Box for further details. 
Form PCT/IPEA/409 (Box No. Ill) (April 2005) 
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International application No. 

PCT/CN2004/000842 



Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



I. Statement: 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (IA) 



Claims 1-2,4-8 



Claims 3 



Claims 4,5 



Claims 1-3,6-8 



Claims 1-8 
Claims 



YES 
NO 

YES 
NO 

YES 
NO 



Citations and explanations (Rule 70.7) 
Documents cited in the International Search Report: 

1. LI Shun-Qiang et al.: "An Engineered and Assembled Fusion Protein of Antitumor Antibiotic Lidamycin and 
scFv Directed against Type IV Collagenase." Acta Pharmaceutica Sinica , vol 35, no.7, July 2000, pages 488-49 1 . 

2. TANG Yong et al.: "Expression of Anti-Type IV Collagenase scFv Fragment and Inhibition of T\imor Cells 
Invasion." Chinese Journal of Cancer, vol 20, no 8, Aug 2001, pages 801-805. 

Dl decloses an assembled fusion protein, the assembled fusion protein consist of a lida-chromophore(LDC) and a recombinant 
fusion protein LDP-Fv which comprise an scFv antibody against type IV collagenase, lida-protein(LDP) and the spacer GGGGS 
between them. The difference between Dl and claim 1 is that the assembled fusion protein of Dl do not have the 6His-Tfcg. The 
function and usage of 6His-Tfeg is well known by those skilled in die art Therefore claim 1 lack an inventive step under Article 33 3 
PCT. 

Thus,claim 6-7,8 also do not fulfil the requirements of Article 33.3 PCT. 

D2 decloses an scFv antibody against type IV collagenase named 3G11 and the gene sequence of the scFv 3G11. The scFv 
antibody against type IV collagenase in Dl is scFv M97, those skilled in the art can easily change the scFv M97 to scFv 3G1 1 and 
add a dHis-Tag at the end of scFv 3G1 1 to obtain die assembled fusion protein of claim 2. Therefore claim 2 lack an inventive step 
under Article 33.3 PCT. 

Claim 3 relates to a method for obtaining the intensified fusion protein. The step (a) and (b) have been declosed by Dl. Therefore 
the claim 3 is not novel and do not fulfil the requirements of Article 33.2PCT. 

Claim 4 and 5 ascertained the best condition of intensification and the percentage of the active enediyne(AE). Therefore the claim 
4 and 5 is novel and inventive and meet the requirement of Article 33.2 and 33.3 PCT. 

Claim 1-8 are industrial applicable and meet the requirement of Article 33.4 PCT. 
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International application No. 




PCT/CN2004/000842 



Supplemental Box Relating to Sequence Listing 



Continuation of Box No. I, Item 2: 

1. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this report was established on the basis oft ^ c ciaimca 

a. type of material 

IS a sequence listing 

□ table(s) related to the sequence listing 



b. format of material 
Kl on paper 
□ in electronic form 



c. time of filing/rurnishing 

E3 contained in the international application as filed 

□ filed together with the international application in electronic form 

□ furnished subsequently to this Authority for the purposes of search and/or examination 

□ received by this Authority as an amendment ' on 



2. □ In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 

or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 

3 . Additional comments: 



*fJllZedld *° X N ° JapplieSt the listin8 and/or table ( s > ****** thereto > ^ichform part of the basis of the report, may be marked 
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